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DETAILED ACTION 

1 . Applicant's amendments in the reply filed on 06/24/2008 is acknowledged and 
entered in to the record. 

2. Accordingly, Claims 2-9, 11-16,1 8-40, and 44 have been cancelled. 

3. Claims 1, 10, 17, 41-43, 45-53 are pending and will be examined on the merits. 

Claim Rejections Maintained - 35 USC §102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. The rejection Claims 1,10,17 and new claims 41-43, 45-50 under 35 
U.S.C. 102(b) as being anticipated by Wang et al. (Archives of Biochemistry and 
Biophysics, Vol. 390, pp9-18, 2001) are maintained for the reasons of record.. 

6. Applicant's argue that Wang et al. does not disclose methods for screening for a 
therapeutic agent for cancer, for an apoptosis-inducing agent, an anticancer agent 
potentiatior, or substances that enhance or inhibit the activity of Pim-1 . Applicant's 
argue that Wang et al. only discloses that there is a correlation between PMA and U937 
cell differentiation, but does not disclose, or even, suggest a correlation between PMA 
and the phosphorylation activity of Pim-1 . Applicant's also argue Want get al. does not 
disclose using an antibody as required by claims 43, 46, 48, and 50. These arguments 
have been carefully considered but are not found persuasive. 
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7. As stated in the office action mailed 02/25/2008, Wang et al. clearly perform the 
active method steps recited in the claims: (a) contacting a test substance with Pim-1 or 
a partial peptide thereof or a salt thereof, (b) detect the phosphorylation activity of Pim- 
1 , and (c) identify a substance that enhances or inhibits the activity of Pim-1 . Wang et 
al. perform the active method steps in the assays depicted in Fig. 5. Wang et al. 
contacts Pim-1 expressing cells with a test substance, PMA, and then detects kinase 
activity, enzymatic activity, and total protein. The active steps (a)-(c) were performed by 
Wang et al. and therefore inherently perform methods of screening for a therapeutic 
agent for cancer, for an apoptosis-inducing agent, an anticancer agent potentiatior, or 
substances that enhance or inhibit the activity of Pim-1 . Even if a negative result was 
obtained, and the test substance, PMA, did not induce apoptosis, the active method 
steps were still performed and therefore read on the claimed invention. An anti-Pim1 
antibody was used to detect total amount of Pim-1 protein and to immunoprecipitate 
Pim-1 . Although the amount of phosphorylated Pim-1 is not shown, the Pim-1 antibody 
would "recognize" phosphorylated Pim-1 . In addition wild-type Pim-1 -GFP was 
assessed in the presence of PMA and therefore reads on the limitation of detecting 
activity by determining expression level of a reporter gene. The assay was compared to 
kinase dead Pim-1 suggesting that increased GFP expression was due to kinase 
activity (i.e. phosphorylation). 

Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

10. Claims 1, 10, 17 and new claims 41-43, 45-53 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Wang et al. (Archives of Biochemistry and 
Biophysics, Vol. 390, pp9-18, 2001 A) in view of Wang etal. (J. Vet. Sci, Vol. 2(3), 
pp.167-179, 2001 B). 

1 1 . The Claims are drawn to methods for screening for a therapeutic agent for 
cancer, for an apoptosis-inducing agent, an anticancer agent potentiatior, or substances 
that enhance or inhibit the activity of Pim-1, comprising the active steps (a) contacting a 
test substance with Pim-1 or a partial peptide thereof or a salt thereof, (b) detect the 
phosphorylation activity of Pim-1 , and (c) identify a substance that enhances or inhibits 
the activity of Pim-1 , wherein the agents are for pancreatic cancer. 

12. The teachings of Wang et al. 2001 A are presented in the 102(b) rejection set 
forth above. Wang et al. does not teach a role of Pim-1 and pancreatic cancer. 

1 3. Wang et al. 2001 B teach that Pim-1 kinases are highly conserved through 
evolution in multicellular organisms and are involved in the control of cell growth, 
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differentiation, and apoptosis and play a role in cell survival, proliferation and 
tumorigenesis. 

14. It would have been prima facie obvious to one of ordinary skill in the art at the 
time the claimed invention was made to use the methods of identifying agents as taught 
by Wang et al. 2001 A for therapeutic purposes for cancer, including pancreatic cancer. 
One of ordinary skill in the art would have been motivated to do so with a reasonable 
expectation of success based on the teachings of Wang et al. 2001 B that Pim-1 plays a 
role in several process that are involved with cancer progression. 

All other objections/rejections are withdrawn in view of applicant's amendments 
filed on 06/24/2008. 

Conclusion 

1 5. Claims 1,10,17, 41-43, 45-53 are rejected. 

16. No Claim is allowed. 

1 7. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

18. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MEERA NATARAJAN whose telephone number is 
(571)270-3058. The examiner can normally be reached on Monday-Thursday, 9:30AM- 
7:00PM, ALT. Friday. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on 571-272-0832. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Application/Control Number: 10/551,866 
Art Unit: 1643 



Page 7 



MN 

/Larry R. Helms/ 

Supervisory Patent Examiner, Art Unit 1643 



